OBJECTIVE: Umbilical cord milking (UCM) might be an alternative to delayed cord clamping (DCC) to provide additional blood to preterm infants without delaying resuscitation. There are limited safety data with UCM in extremely premature infants. STUDY DESIGN: Multi-national, randomized controlled non-inferiority trial enrolled preterm infants of 23-31 weeks gestation. Infants were randomized to either UCM (4 times) or DCC (at least 60 seconds) stratified by mode of delivery and gestational age, lower gestational age (GA) strata: 23 -27 weeks and higher GA strata: 28 -31 weeks gestation. Exclusions -major congenital anomalies, severe placental abruption, trans-placental incisions, cord prolapse, hydrops, bleeding accreta, monochorionic multiples, fetal or maternal risk for severe compromise at delivery, and families unlikely to return for 24-month neurodevelopmental testing. Contingent on local IRBs, consent was obtained either before or after delivery. The composite primary outcome included severe intraventricular hemorrhage (IVH) or death in the entire group (23-31 weeks). Severe IVH was defined as grade 3 or higher. We planned to enroll 1500 infants (750 per group) to achieve 90% power to demonstrate non-inferiority with a 1% non-inferiority margin based on a 1-sided 95% confidence interval. RESULTS: 474 infants were enrolled from June 2017 through August 2018. 19/238 (8%) of infants randomized to DCC died or developed severe IVH, compared to 28/236 (12%) randomized to UCM (p¼0.16). There was no difference in death between the two groups. However, the incidence of severe IVH was higher in the lower GA strata in the UCM group (22% vs 4%, p¼0.0007). Following an interim assessment, the DSMB recommended stopping recruitment based on the safety outcome of increased severe IVH in infants randomized to UCM in the lower GA strata. In this strata there were no differences in maternal and delivery characteristics ( Table 1) . The neonatal outcomes for the lower strata are presented in Table 2 . CONCLUSION: In extremely premature infants, there was an increased risk of severe IVH after exposure to UCM. Centers practicing UCM should consider discontinuing this practice in infants 23-27 weeks gestation.
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